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§524.1445

surrounding vicinity. Continue treat-
ment for 2 to 4 weeks until infection is
completely eradicated as determined
by appropriate laboratory examina-
tion.

(2) Indications for wuse. For topical
treatment of infections caused by

Microsporum canis, Microsporum
gypseum, and Trichophyton
mentagrophytes.

(3) Limitations. Federal law restricts
this drug to use by or on the order of a
licensed veterinarian.

[71 FR 13542, Mar. 16, 2006]

§524.1445 Miconazole, polymixin B,
and prednisolone suspension.

(a) Specifications. Each milliliter of
suspension contains 23 milligrams (mg)
miconazole nitrate, 0.5293 mg
polymixin B sulfate, and 5 mg prednis-
olone acetate.

(b) Sponsor. See No. 000986 in
§510.600(c) of this chapter.

(c) Conditions of wuse in dogs—(1)
Amount. Instill five drops in the ear
canal twice daily for 7 consecutive
days.

(2) Indications for use. For the treat-
ment of canine otitis externa associ-
ated with susceptible strains of yeast
(Malassezia pachydermatis) and bacteria
(Staphylococcus pseudintermedius).

(3) Limitations. Federal law restricts
this drug to use by or on the order of a
licensed veterinarian.

[ 75 FR 4693, Jan. 29, 2010, as amended at 77
FR 46613, Aug. 6, 2012]

§524.1446 Milbemycin otic solution.

(a) Specifications. Each tube contains
0.25 milliliter of a 0.1 percent solution
of milbemycin oxime.

(b) Sponsor. See No. 058198 in
§510.600(c) of this chapter.

(c) Conditions of use—(1) Amount. One
tube administered topically into each
external ear canal.

(2) Indications for use. For the treat-
ment of ear mite (Otodectes cynotis) in-
festations in cats and kittens 4 weeks
of age and older. Effectiveness is main-
tained throughout the life cycle of the
ear mite.

21 CFR Ch. | (4-1-14 Edition)

(3) Limitations. Federal law restricts
this drug to use by or on the order of a
licensed veterinarian.

[656 FR 13905, Mar. 15, 2000, as amended at 66
FR 13849, Mar. 8, 2001]

§524.1450 Moxidectin.

(a) Specifications. Bach milliliter con-
tains 5 milligrams (mg) moxidectin (0.5
percent solution).

(b) Sponsor. See No. 000010 in
§510.600(c) of this chapter.

(c) Related tolerances. See §556.426 of
this chapter.

(d) Special considerations. See §500.25
of this chapter.

(e) Conditions of use—(1) Amount. Ad-
minister topically 0.5 mg per kilogram
of body weight.

(2) Indications for use. Beef and dairy
cattle: For treatment and control of in-
ternal and external parasites: gastro-
intestinal roundworms (Ostertagia
ostertagi (adult and L4, including inhib-
ited larvae), Haemonchus placei (adult
and L4), Trichostrongylus axei (adult
and L4), T. colubriformis (adult and 1.4),
Cooperia oncophora (adult and L4), C.
pectinata (adult), C. punctata (adult and
L4), C. spatulata (adult), C. surnabada
(adult and L4), Bunostomum
phlebotomum (adult), Oesophagostomum
radiatum (adult and 1L4), Nematodirus
helvetianus (adult and L4)); lungworms
(Dictyocaulus viviparus, adult and L4);
cattle grubs (Hypoderma bovis, H.
lineatum); mites (Chorioptes Dbovis,
Psoroptes ovis (P. communis var. bovis));
lice (Linognathus vituli, Haematopinus
eurysternus, Solenopotes capillatus,
Bovicola(Damalinia) bovis); and horn
flies (Haematobia irritans). To control
infections and to protect from reinfec-
tion with H. placei for 14 days after
treatment, O. radiatum and O. ostertagi
for 28 days after treatment, and D.
viviparus for 42 days after treatment.

(3) Limitations. A withdrawal period
has not been established for this prod-
uct on preruminating calves. Do not
use on calves to be processed for veal.

[63 FR 14036, Mar. 24, 1998, as amended at 65
FR 36617, June 9, 2000; 66 FR 46370, Sept. 5,
2001. Redesignated at 76 FR 48715, Aug. 9,
2011]
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